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(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. The 
device is also exempt from the current 
good manufacturing practice regula-
tions in part 820 of this chapter, with 
the exception of § 820.180, with respect 
to general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

[52 FR 33355, Sept. 2, 1987, as amended at 53 
FR 35607, Sept. 14, 1988; 66 FR 38814, July 25, 
2001] 

§ 886.5800 Ophthalmic bar reader. 

(a) Identification. An ophthalmic bar 
reader is a device that consists of a 
magnifying lens intended for use by a 
patient who has impaired vision. The 
device is placed directly onto reading 
material to magnify print. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. The 
device is also exempt from the current 
good manufacturing practice regula-
tions in part 820 of this chapter, with 
the exception of § 820.180, with respect 
to general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

[52 FR 33355, Sept. 2, 1987, as amended at 53 
FR 35607, Sept. 14, 1988; 66 FR 38814, July 25, 
2001] 

§ 886.5810 Ophthalmic prism reader. 

(a) Identification. An ophthalmic 
prism reader is a device intended for 
use by a patient who is in a supine po-
sition to change the angle of print to 
aid reading. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. The 
device is also exempt from the current 
good manufacturing practice regula-
tions in part 820 of this chapter, with 
the exception of § 820.180, with respect 
to general requirements concerning 

records, and § 820.198, with respect to 
complaint files. 

[52 FR 33355, Sept. 2, 1987, as amended at 53 
FR 35607, Sept. 14, 1988; 66 FR 38814, July 25, 
2001] 

§ 886.5820 Closed-circuit television 
reading system. 

(a) Identification. A closed-circuit tel-
evision reading system is a device that 
consists of a lens, video camera, and 
video monitor that is intended for use 
by a patient who has subnormal vision 
to magnify reading material. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. 

[55 FR 48443, Nov. 20, 1990, as amended at 59 
FR 63014, Dec. 7, 1994; 66 FR 38814, July 25, 
2001] 

§ 886.5840 Magnifying spectacles. 
(a) Identification. Magnifying spec-

tacles are devices that consist of spec-
tacle frames with convex lenses in-
tended to be worn by a patient who has 
impaired vision to enlarge images. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 866.9. 

[52 FR 33355, Sept. 2, 1987, as amended at 53 
FR 35607, Sept. 14, 1988; 59 FR 63014, Dec. 7, 
1994; 66 FR 38814, July 25, 2001] 

§ 886.5842 Spectacle frame. 
(a) Identification. A spectacle frame is 

a device made of metal or plastic in-
tended to hold prescription spectacle 
lenses worn by a patient to correct re-
fractive errors. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. 

[52 FR 33355, Sept. 2, 1987, as amended at 59 
FR 63014, Dec. 7, 1994; 66 FR 38814, July 25, 
2001] 

§ 886.5844 Prescription spectacle lens. 
(a) Identification. A prescription spec-

tacle lens is a glass or plastic device 
that is a lens intended to be worn by a 
patient in a spectacle frame to provide 
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